How do you judge the performance of your microscopy and microanalysis lab? How do you know you are giving the correct answer? Learn what other microscopists and microanalysts are doing to help assure the quality of their organization's results. Quality standards for ISO 9000, QS9000, Six Sigma, ISO 17025, etc. have many things in common. These include a system for the quality of management, staff, laboratory, measurement methods, equipment, sampling, and reporting results.
What is ISO 9000, QS 9000, AS 9000? ISO 9000 is a family of standards approved by the International Standards Organization (ISO) that defines quality management practices for organizations (private, public, etc.) . Organizations that conform to these standards can receive ISO 9000 certification from an accredited registrar. This doesn't necessarily mean that the organization's products have high quality; only that the company follows well-defined procedures for ensuring the quality of their management and products. (Automotive manufacturers use a variant of ISO 9000 called QS 9000 and the Aerospace industry uses AS 9000.)
What is ISO 17025? ISO 17025 is a quality management standard for testing & calibration laboratories. It integrates the requirements of ISO 9001 & 9002(1994) and contains specifications for quality management requirements but also those based on technical competency & the ability to generate technically valid results.
Typically, ISO 9000 is aimed at business related activities and ISO 17025 at laboratory related functions. These standards are constantly evolving. For example, ISO 9000-2000 is the latest version and is new enough that most organizations have not yet addressed the changes instituted since the ISO 9000-1994 version. There are other quality related approaches (Six Sigma, Total Quality Management, Malcolm Baldridge National Quality Award, etc.) and we can be assured that more will be created in the future. Picking the right approach for your work is crucial and is often driven by customer needs or large scale company drivers.
A laboratory can use these international standards to 1) help assure their customers of the quality of the work and 2) as guides to improve, monitor, and maintain consistent level of quality in the microscopy laboratory.
The basic steps include, developing and documenting a system that covers all the major functions of your laboratory -for management (defining responsibilities, interaction with clients, control of records, etc.), for technical areas (staff qualifications, facilities, equipment, calibration, analysis methods, sampling, sample handling, and reporting), internal and external assessment of laboratory quality system through audits, interlaboratory comparisons and proficiency testing.
